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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 23 October 2003 . 
23)M This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in contdition for allowance except for fonnal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 26-44 is/are pending in the application. 

4a) Of the above clainn(s) is/are withdrawn from consideration, 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 26-36 and 39-42 is/are rejected. 

7) 13 Claim(s) 37,38,43 and 44 is/are objected to. 

8) 0 Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the clrawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) Is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)l3AII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 

3.13 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 3) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attach ment(s) 

1 ) D Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-413) Paper No(s). . 

2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-1 52) 

3) 13 information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) [H Other: 
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DETAILED ACTION 

Please note the new contact number for examiner and supervisor at end of 
action^ effective after February 3y 2004. 

Action Summary 

This application is a 371 of PCr/FROO/00803, filed March 3, 2000. 

Acknowledgement is made of applicant's amendment and response, and IDS, 
filed October 23, 2003. 

Qaims 45-50 were previously withdrawn and claims 26-44 are currently active 
in this action. 

Response to Arguments 

Applicant's ai^;uments filed October 23, 2003, have been fully considered but 
they are not persuasive. 

Applicant attempts to distinguish the claimed invention from the prior art by 
claiming that the instant composition has a disintegration time of less than one 
minute, whereas the cited prior art teaches a dissolution time which varies from 2-4 
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minutes. The cited prior art reference does teach a disintegration range of 2 to 4 
minutes, however, it is the position of the examiner that the claimed disintegration 
time is a limitation that would be routinely determined by one of ordinary skill in the 
art, through minimal experimentation, as being suitable, absent the presentation of 
some unusual and/or unexpected result. The results must be those that accme from 
the specific limitations. Absent a clear showing of criticality, the determination of the 
particular range is within the skill of the ordinary worker as part of the process of 
normal optimization. 

Additionally, regarding applicant's assertion that the cited prior art lacks 
a teaching of an 'expanded structure' because the reference compositions, which may 
be characterized by a porous stmcture formed on lyophilization, rather than the 
exhibition of an 'expanded stmcture' formed on evaporation, examiner disagrees. 
Applicant is attempting to ar^e the method by which the expanded stmcture is 
formed, in claims directed to a composition. In a composition, patentable weight is 
not given to the reason for including a component or to the method by which the 
composition is formed, as long as all of the necessary components are present. 
Furthermore, when a component is included in a composition, all of its properties and 
advantages are inherent to the composition. 

Finally, even if the lyophilization versus evaporation argument were valid, 
applicant's position would fail here as well. The independent claim is directed to an 
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, . expanded structure. . . / and does not contain the limitation requiring that the 
expanded structure be formed on evaporation. 

Applicant ai^es that the cited prior art reference is not relevant to the 
patentability of the instant composition because it does not disclose compositions 
having an imperceptible texture upon contact with the buccal mucosal membranes. 
Examiner disagrees with applicant's position. Applicant is attempting to argue a 
limitation that is not present within the claim language. Applicant is advised to 
include this limitation within the claims for consideration by the examiner. 

This rejection is maintained. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented 
in this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
TFiREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTF^ of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
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period, then the shortened statute r)^ period will expire on the date the advisory action 
is mailed, and any extension fee pursuant to 37 CFR L136(a) will be calculated from 
the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

The last office action, mailed on May 7, 2003, is reproduced below for 
reference: 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.G 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability 

of the claims under 35 U.S.G 103(a), the examiner presumes that the subject matter 

of the various claims was commonly owned at the time any inventions covered 

therein were made absent any evidence to the contrary Applicant is advised of the 

obligation under 37 CFR 1.56 to point out the inventor and invention dates of each 

claim that was not commonly owned at the time a later invention was made in order 
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for the examiner to consider the applicability of 35 U.S.G 103(c) and potential 35 
US.G 102(e), (f) or(g} prior art under 35 US.G 103(a). 

Qaims 26-36 and 39-42 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Derrieu et al (US 5,527,783), The claims are directed to a 
composition that has a fast- dissolving isotropic microporous expanded structure. 
[E]ven though product- by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product- 
by-process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." Inve 
Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Qr. 1985) (citations omitted). 
Derrieu teaches a solid composition based on plants, comprised of an active principle, 
diluents, binders, coloring and flavors (column 4, lines 7-12). The diluents of 
preference include lactose and mannitol (column 4, lines 27-28). The binders include 
gums such as gum Arabic, alginates, pectins, gelatin, xanthan gum, dextrin and 
polyvin)ipyrrolidone (column 4, lines 29-39). The additives used in the referenced 
invention are those normally used in the pharmaceutical and food industry and are 
compatible with the active principles present (column 4, lines 39-43). 

While the reference does not expressly teach applicant's claimed percent 
weights, differences in concentration will not support the patentability of subject 
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matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. Where the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation. InwAller, 220 F.2d 454, 105 USPQ 233, 235 (CCPA 1955). 

Regarding the disintegration time of less than 1 minute, in a composition claim, 
patentable weight is not given to the physical parameter or reason for including that 
component, as long as all of the necessary components are present. Furthermore, 
when a component is included in a composition, all of its properties and advantages 
are inherent to the composition. The presence of the component is all that is needed 
to render obvious applicant's claim. 

One of ordinary skill in the art would be motivated to modify the teachings of 
Derrieu to include a broader spectrum of active agents within the composition with 
the expectation of being able to utilize the composition across multiple disciplines. 

Claim Objections 

Qaims 37, 38, 43 and 44 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of 
the limitations of the base claim and any intervening claims. 
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Any inquiry concerning this communication or earlier communications from 



the examiner should be directed to Charesse L Evans whose telephone number is 
703-308-6400 (or at 571-272-0593 after February 3, 2004). Tlie examiner can 
normally be reached on Monday -Thursday 7:00a - 4:30p; Altemating Fridays 7:00a - 
3:30p. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on 703-308-2927 (or at 571-272-0602). 
The fax phone numbers for the organization where this application or proceeding is 
assigned are 703-308-4556 for regular communications and 703-308-4556 for After 
Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703- 
308-1235. 

Charesse L. Evans 
Examiner 

Art Unit 1615 / / 



January 14, 2004 




